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(2) The relevance of the proposed 
project to the National Program; 

(3) The defined population to partici-
pate in the proposed project and the ra-
tionale for its selection; 

(4) With respect to applications relat-
ing to projects covered by § 52e.1(a)(1), 
prior research findings on which the 
proposed project is based; 

(5) The personnel, facilities, and 
other resources, including community 
resources, available to carry out the 
proposed project; 

(6) Current activities of the applicant 
involving prevention or control of 
heart, blood vessel, lung, and blood dis-
eases, the sources of funding for such 
activities, and the anticipated rela-
tionship of these activities to the pro-
posed project; 

(7) The names and qualifications of 
the project director and key staff mem-
bers who would be responsible for con-
ducting the proposed project; 

(8) Proposed methods for monitoring 
and evaluating the project; and 

(9) The proposed project period; a de-
tailed budget for the first budget pe-
riod, including a list of other antici-
pated sources of support and antici-
pated total needs for each of the suc-
ceeding budget periods of the requested 
project period; and a justification for 
the amount of grant funds requested. 

[45 FR 12249, Feb. 25, 1980, as amended at 58 
FR 54298, Oct. 21, 1993] 

§ 52e.5 What are the project require-
ments? 

(a) An approvable application must 
demonstrate to the satisfaction of the 
Director that: 

(1) With respect to applications relat-
ing to projects covered by § 52e.1(a)(1), 
the techniques or procedures to be 
demonstrated and evaluated have been 
found safe and effective in the research 
setting and, based upon research find-
ings, appear to have the potential for 
general applicability to the prevention, 
diagnosis, or treatment of heart, blood 
vessel, lung, or blood diseases; 

(2) With respect to applications relat-
ing to projects covered by § 52e.1(a)(2) 
and § 52e.1(a)(3), the project will include 
development and evaluation of one or 
more methods for educating health 
practitioners or the public concerning 

advances in the prevention, diagnosis, 
or treatment of such diseases; and 

(3) The nature of the project is such 
that its completion may be anticipated 
within the project period, or such other 
period as may be specified in the appli-
cation. 

(b) The project must, in the judgment 
of the Director, be necessary for co-
operation by the National Heart, Lung, 
and Blood Institute with one or more 
other Federal Health agencies, State, 
local or regional public health agen-
cies, or nonprofit private health agen-
cies in the diagnosis, prevention, or 
treatment of heart, blood vessel, lung 
or blood diseases. 

[45 FR 12249, Feb. 25, 1980, as amended at 58 
FR 54298 and 54299, Oct. 21, 1993] 

§ 52e.6 How will NIH evaluate applica-
tions? 

(a) Within the limits of funds avail-
able, after consultation with the Coun-
cil, the Director may award grants to 
applicants with proposed projects 
which in the Director’s judgment will 
best promote the purposes of section 
419 of the Act, taking into consider-
ation among other pertinent factors: 

(1) The scientific and technical merit 
of the proposed project; 

(2) The significance of the project in 
relation to the goals of the National 
Program; 

(3) Whether the project appropriately 
emphasizes the prevention, diagnosis, 
or treatment of heart, blood vessel, 
lung, or blood diseases of children; 

(4) The qualifications and experience 
of the project director and other key 
personnel; 

(5) The administrative and manage-
rial capability and fiscal responsibility 
of the applicant; 

(6) The reasonableness of the pro-
posed budget in relation to the pro-
posed project; 

(7) The adequacy of the methods pro-
posed for monitoring and evaluating 
the proposed project; and 

(8) The degree to which the applica-
tion adequately provides for the re-
quirements set forth in §§ 52e.5(a) and 
52e.5(b). 

(b) The notice of grant award speci-
fies how long HHS intends to support 
the project without requiring the proj-
ect to recompete for funds. This period, 
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called the project period, will usually 
be for 1–5 years. 

(c) Generally, the grant will initially 
be for one year and subsequent con-
tinuation awards will also be for one 
year at a time. A grantee must submit 
a separate application to have the sup-
port continued for each subsequent 
year. Decisions regarding continuation 
awards and the funding level of such 
awards will be made after consider-
ation of such factors as the grantee’s 
progress and management practices, 
and the availability of funds. In all 
cases, continuation awards require a 
determination by HHS that continued 
funding is in the best interest of the 
government. 

(d) Neither the approval of any appli-
cation nor the award of any grant com-
mits or obligates the United States in 
any way to make any additional, sup-
plemental, continuation, or other 
award with respect to any approved ap-
plication or portion of an approved ap-
plication. 

(e) Any funds granted under this part 
shall be expended solely for the pur-
poses for which the funds were granted 
in accordance with the approved appli-
cation and budget, the regulations of 
this part, the terms, and conditions of 
the award, and the applicable cost prin-
ciples prescribed in subpart Q of 45 CFR 
part 74. 

[45 FR 12249, Feb. 25, 1980, as amended at 58 
FR 54298, Oct. 21, 1993] 

§ 52e.7 What are the terms and condi-
tions of awards? 

(a) Any funds granted pursuant to 
this part shall be expended solely for 
the purposes for which the funds were 
granted in accordance with the ap-
proved application and budget, the reg-
ulations of this part, the terms and 
conditions of the award, and the appli-
cable cost principles prescribed by sub-
part Q of 45 CFR part 74. 

(b) The Director may permit unobli-
gated grant funds remaining in the 
grant account at the close of a budget 
period to be carried forward for obliga-
tion during a subsequent budget period, 
provided a continuation award is made 
for that period and the NHLBI Direc-
tor’s written approval is obtained. The 
amount of any subsequent award will 
take into consideration unobligated 

grant funds remaining in the grant ac-
count. 

[45 FR 12249, Feb. 25, 1980, as amended at 58 
FR 54298 and 54299, Oct. 21, 1993] 

§ 52e.8 Other HHS regulations and 
policies that apply. 

Several other regulations apply to 
grants under this part. These include 
but are not necessarily limited to: 

42 CFR part 50, subpart A—Responsibility of 
PHS awardee and applicant institutions for 
dealing with and reporting possible mis-
conduct in science 

42 CFR part 50, subpart D—Public Health 
Service grant appeals procedure 

45 CFR part 16—Procedures of the Depart-
mental Grant Appeals Board 

45 CFR part 46—Protection of human sub-
jects 

45 CFR part 74—Administration of grants 
45 CFR part 75—Informal grant appeals pro-

cedures 
45 CFR part 76—Governmentwide debarment 

and suspension (nonprocurement) and gov-
ernmentwide requirements for drug-free 
workplace (grants) 

45 CFR part 80—Nondiscrimination under 
programs receiving Federal assistance 
through the Department of Health and 
Human Services—Effectuation of Title VI 
of the Civil Rights Act of 1964 

45 CFR part 81—Practice and procedure for 
hearings under part 80 of this title 

45 CFR part 84—Nondiscrimination on the 
basis of handicap in programs and activi-
ties receiving or benefiting from Federal 
financial assistance 

45 CFR part 86—Nondiscrimination on the 
basis of sex in education programs and ac-
tivities receiving or benefiting from Fed-
eral financial assistance 

45 CFR part 91—Nondiscrimination on the 
basis of age in HHS programs or activities 
receiving Federal financial assistance 

45 CFR part 92—Uniform administrative re-
quirements for grants and cooperative 
agreements to State and local govern-
ments 

45 CFR part 93—New restrictions on lobbying 
51 FR 16958 or successor—NIH Guidelines for 

Research Involving Recombinant DNA 
Molecules 

‘‘Public Health Service Policy on Humane 
Care and Use of Laboratory Animals,’’ Of-
fice for Protection from Research Risks, 
NIH (Revised September 1986), or successor 

59 FR 14508 (as republished March 28, 1994), as 
may be amended, or its successor—NIH 
Guidelines on the Inclusion of Women and 
Minorities as Subjects in Clinical Re-
search. 

[58 FR 54298, Oct. 21, 1993, as amended at 59 
FR 59372, Nov. 17, 1994] 
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